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PRï¿½LOHA I 
 

Sï¿½HRN CHARAKTERISTICKï¿½CH VLASTNOSTï¿½ LIEKU 
 

Lie
k 

s 
uk

on
Äe

no
u 

pl
at

no
sÅ

ou
 re

gi
st

rÇ
cie



2 

1. Nï¿½ZOV VETERINï¿½RNEHO LIEKU 
 
$)729$;385�'2(�LQMHNþQi�HPXO]LD pre hovï¿½dzï¿½ dobytok, ovce a ošï¿½panï¿½  
 
 
2. KVALITATï¿½VNE A KVANTITATï¿½VNE ZLOŽENIE 
 
Každï¿½ dï¿½vka (2 ml) emulzie obsahuje:  
 
ÒþLQQp�OiWN\� 
Maximï¿½lne tri z nasledujï¿½cich purifikovanï¿½ch, inaktivovanï¿½ch kmeĖRY YtUXVX�VOLQWDþN\�D NUtYDþN\�  
O1 Manisa  ................................................................................................................................. ��� PD50* 
O1 BFS ....................................................................................................................................... ��� PD50* 
O Taiwan 3/97 ............................................................................................................................ ��� PD50* 
A22 Iraq ...................................................................................................................................... ��� PD50* 
A24 Cruzeiro .............................................................................................................................. ��� PD50* 
A Turkey 14/98 .......................................................................................................................... ��� PD50* 
ASIA1 Shamir ............................................................................................................................ ��� PD50* 
SAT2 Saudi Arabia .................................................................................................................... ��� PD50*  
 
*PD50 – 50% ochrannï¿½ dï¿½vka u hovï¿½dzieho dobytka ako je uvedenï¿½ v monografe 0063 Ph. Eur. 
 
3RþHW�D GUXK�NPHĖRY�REVLDKQXWêFK�Y NRQHþQRP�SURGXNWH�EXGH�XSUDYHQê�SRGĐD�V~þDVQHM�
epidemiologickej situï¿½cie v þDVH�IRUPXOiFLH�NRQHþQpKR�OLHNX�D EXGH�Y\]QDþHQê�QD�REDOH�� 
 
Adjuvans: 
Tekutï¿½ parafï¿½n  .............................................................................................................................. 537 mg 
 
Pomocnï¿½ lï¿½tky:  
ï¿½plnï¿½ zoznam pomocnï¿½ch lï¿½tok je uvedenï¿½ v þDVWL����� 
 
 
3. LIEKOVï¿½ FORMA 
 
,QMHNþQi�HPXO]LD� 
Po pretrepanï¿½ biela emulzia. 
 
 
4. KLINICKï¿½ ï¿½DAJE 
 
4.1 &LHĐRYï¿½ druhy 
 
Hovï¿½dzï¿½ dobytok, ovce a ošï¿½panï¿½. 
 
4.2 Indikï¿½cie na SRXåLWLH�VR�ãSHFLILNRYDQtP�FLHĐRYï¿½ch druhov 
 
Atï¿½vna imunizï¿½cia hovï¿½dzieho dobytka, oviec a ošï¿½panï¿½ch od 2 WêåGĖRY života  SURWL�YtUXVX�VOLQWDþN\�
a NUtYDþN\�QD�redukciu klinickï¿½ch prï¿½znakov.  
 
Nï¿½stup imunity:  
Hovï¿½dzï¿½ dobytok a ovce: 7 dnï¿½ po vakcinï¿½cii. 
Ošï¿½panï¿½: 4 tï¿½ždne po vakcinï¿½cii.   
 
Trvanie imunity: vakcinï¿½cia hovï¿½dzieho dobytka, oviec a RãtSDQêFK�QDYRG]XMH�WYRUEX�QHXWUDOL]DþQêFK�
protilï¿½tok ktorï¿½ pretrvï¿½vajï¿½ po dobu najmenej 6 mesiacov. U hovï¿½dzieho dobytka boli nameranï¿½ 
hodnoty protilï¿½tok vyššie ako tie, ktorï¿½ sï¿½ preukï¿½zanï¿½ za ochrannï¿½. 
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4.3 Kontraindikï¿½cie 
 
Nie sï¿½.  
 
4.4 2VRELWQp�XSR]RUQHQLD�SUH�NDåGê�FLHĐRYê�GUXK 
 
9DNFLQRYDĢ�OHQ�]GUDYp�]YLHUDWi� 
0DWHUVNp�SURWLOiWN\�P{åX�LQWHUIHURYDĢ�V vakcinï¿½ciou. Plï¿½n vakcinï¿½cie E\�PDO�E\Ģ�SRGĐD�WRKR�upravenï¿½  
(pozrite bod 4.9). 
$N�PXVLD�E\Ģ�YDNFLQRYDQp� YHĐPL�PODGp�RãtSDQp��vo veku 2 WêåGĖRY)��RGSRU~þD�VD�revakcinï¿½cia 
v 8-10 tï¿½ždni života.  
 
4.5 2VRELWQp�EH]SHþQRVWQp�RSDWUHQLD�QD�SRXåtYDQLH 
 
2VRELWQp�EH]SHþQRVWQp�opatrenia na použï¿½vanie u zvierat 
 
Nie sï¿½. 
 
2VRELWQp�EH]SHþQRVWQp�RSDWUHQLD��NWRUp�Pi�XURELĢ�RVRED�SRGiYDM~FD�OLHN�]YLHUDWiP 
 
Pre použtYDWHĐD: 
Tento veterinï¿½rny liek obsahuje minerï¿½lny olej. Nï¿½hodnï¿½ aplikï¿½cia/samoinjikovanie P{åH�PDĢ�]D�
nï¿½sledok vznik silnej bolesti a opuchu, hlavne, ak je aplikovanï¿½ do NĎEX alebo do prsta, 
a v zriedkavï¿½ch SUtSDGRFK�P{åH�PDĢ�]D�QiVOHGRN�VWUDWX�SRVWLKQXWpKR�SUVWD��DN�QLH�MH�SRVN\WQXWi�
okamžitï¿½ lekï¿½rska pomoc. Pri nï¿½hodnom samoinjikovanï¿½ tohto veterinï¿½rneho OLHNX�Y\KĐDGDMWH�
okamžite lekï¿½rsku pomoc, aj v prï¿½pade aplikï¿½cie OHQ�YHĐPL�PDOpKR množstva a vezmite si so sebou 
pï¿½somnï¿½ informï¿½ciu SUH�SRXåtYDWHĐRY. $N�EROHVĢ�SUHWUYiYD�YLDF�QHå����KRGtQ�SR�OHNiUVNRP�Y\ãHWUHQt��
Y\KĐDGDMWH�RSlĢ�OHNiUVNX�SRPRF�� 
 
Pre lekï¿½ra: 
Tento veterinï¿½rny liek obsahuje minerï¿½lny olej. Nï¿½hodnï¿½ aplikï¿½cia aj malï¿½ho množstva tohto lieku 
P{åH�VS{VRELĢ�LQWHQ]tYQ\�RSXFK��NWRUê�QDSUtNODG��P{åH�PDĢ�]D�QiVOHGRN�LVFKHPLFN~�QHNUy]X, až 
stratu prsta. Je potrebnï¿½ odbornï¿½, Rï¿½CHLE, chirurgickï¿½ ošetrenie a mï¿½že sa vyžadovDĢ�VNRUi�LQFt]LD�D�
vï¿½plach postihnutï¿½ho miesta, hlavne tam, kde je zastihnutï¿½ SXOSD�SUVWD�DOHER�ãĐDFKD� 
 
4.6 1HåLDGXFH�~þLQN\��IUHNYHQFLD�YêVN\WX�D ]iYDåQRVĢ� 
 
9HĐPL�þDVWR�VD�X YlþãLQ\�]YLHUDW po podanï¿½ dï¿½vky vakcï¿½ny  vyskytol opuch (s priemerom do 12 cm 
u prežï¿½vavcov a 4 cm u ošï¿½panï¿½ch). Tieto lokï¿½lne reakcie za normï¿½lnych okolnostï¿½ vymiznï¿½ 
v priebehu 4 WêåGĖRY po vakcinï¿½cii, avšak u malï¿½ho SRþWX�]YLHUDW�P{åX�SUHWUYiYDĢ�GOKãLX�GREX� 
ýDVWR�MH�SR]RURYDQp mierne zvï¿½šenie rektï¿½lnej teploty až o 1,2 °C po dobu 4 dnï¿½ po vakcinï¿½cii, bez 
ćDOãtFK�FHONRYêFK�NOLQLFNêFK�SUt]QDNRY�  
 
)UHNYHQFLD�YêVN\WX�QHåLDGXFLFK�~þLQNRY�VD�GHILQXMH�SRXåLWtP�QDVOHGXM~FHKR�SUDYLGOD� 
- YHĐPL�þDVWp��QHåLDGXFH�~þLQN\�VD�SUHMDYLOL�X�YLDc ako 1 z ���OLHþHQêFK�]YLHUDW) 
- þDVWp��X�YLDF�DNR���DOH�PHQHM�DNR����]R�����OLHþHQêFK�]YLHUDW� 
- PHQHM�þDVWp���X�YLDF�DNR���DOH�PHQHM�DNR����]�������OLHþHQêFK�]YLHUDW� 
- zriedkavï¿½ (u viac ako 1 ale menej ako 10 z 10 ����OLHþHQêFK��]YLHUDW� 
- YHĐPL�]ULHGNDYp��X�PHQHM�DNR���] �������OLHþHQêFK�]YLHUDW��YUiWDQH�ojedinelï¿½ch hlï¿½senï¿½) 
 
4.7 3RXåLWLH�SRþDV�JUDYLGLW\��ODNWiFLH��]QiãN\ 
 
Gravidita: 
Mï¿½že VD�SRXåLĢ SRþDV�JUDYLGLW\� 
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Laktï¿½cia: 
%H]SHþQRVĢ�YHWHULQiUQHKR�OLHNX�QHEROD�SRWYUGHQi�SRþDV�ODNWiFLH��3RXåtYDĢ�OHQ�SR�]KRGQRWHQt� 
prï¿½nosu/rizika zodpovednï¿½m veterinï¿½rnym lekï¿½rom.   
 
4.8 Liekovï¿½ interakcie a inï¿½ formy vzï¿½jomnï¿½ho pï¿½sobenia 
 
Nie sï¿½ dostupnï¿½ informï¿½cie o EH]SHþQRVWL�D ~þLQQRVWL�WHMWR�YDNFtQ\�DN�MH�SRXåLWi�V inï¿½m veterinï¿½rnym 
liekom. Rozhodnutie o použitï¿½ tejto  vakcï¿½ny pred alebo po podanï¿½ inï¿½ho veterinï¿½rneho OLHNX�PXVt�E\Ģ�
preto vykonanï¿½ na zï¿½klade zvï¿½ženia jednotlivï¿½ch prï¿½padov.  
 
4.9 Dï¿½vkovanie a spï¿½sob podania lieku  
 
Pred aplikï¿½ciou KRPRJHQL]RYDĢ�obsah liekovky jemnï¿½m premiešanï¿½m. Toto je možnï¿½ dosiahnXĢ 
QLHNRĐNRQiVREQêP prevrï¿½tenï¿½m liekovky hore dnom. NemLHãDĢ�YDNFtQX prudkï¿½m pretrepï¿½vanï¿½m, 
pretože to vedie k vzniku vzduchovï¿½ch bublï¿½n.  
Pred použitï¿½m liek nezahrievaĢ. 
PoužiĢ ]Y\þDMQp�aseptickï¿½ postupy. Zabrï¿½QLĢ nï¿½hodnej kontaminï¿½cii vakcï¿½ny po prvom prepichnutï¿½ 
zï¿½tky a SRþDV�SRXåtYDQLD vakcï¿½ny. 
 
Primovakcinï¿½cia: 
Hovï¿½dzï¿½ dobytok od 2 WêåGĖRY�života: jedna dï¿½vka s obsahom 2 ml subkutï¿½nnym  
  podanï¿½m. 
Ovce od 2 WêåGĖRY�života: jedna dï¿½vka s obsahom 2 ml subkutï¿½nnym  
  podanï¿½m. 
Ošï¿½panï¿½ od 2 WêåGĖRY života: jedna dï¿½vka s obsahom 2 ml intramuskulï¿½rnym  
  podanï¿½m. 
2GSRU~þD�VD�SRXåLĢ viacdï¿½vkovï¿½ LQMHNþQï¿½ aplikï¿½tor. 
 
Revakcinï¿½cia: každï¿½ch 6 mesiacov. 
 
$N�PXVLD�E\Ģ�YDNFLQRYDQp�zvieratï¿½ ktorï¿½ majï¿½ materskï¿½ protilï¿½WN\��RGSRU~þD�VD�revakcinï¿½cia v 8.-10.   
tï¿½ždni života. 
 
4.10 Predï¿½vkovanie (prï¿½znaky, nï¿½dzovï¿½ postupy, antidotï¿½) ak sï¿½ potrebnï¿½ 
 
Po podanï¿½ dvojnï¿½sobnej dï¿½vky WHĐDWiP��MDKĖDWiP�D prasiatkam neboli pozorovanï¿½ žiadne nežiaduce 
~þLQN\�RNUHP�WêFK�uvedenï¿½ch v þDVWL����� 
V niektorï¿½ch prï¿½padoch mï¿½že G{MVĢ�N ulcerï¿½cii v mieste vpichu. Po opakovanom podanï¿½ v krï¿½tkych 
þDVRYêFK�LQWHUYDORFK VD�P{åH�LQWHQ]LWD�WêFKWR�QHåLDGXFLFK�~þLQNRY�]YêãLĢ�� 
 
4.11 Ochrannï¿½ lehota(-y) 
 
0 dnï¿½. 
 
 
5. IMUNOLOGICKï¿½ VLASTNOSTI 
 
Farmakoterapeutickï¿½ skupina: inaktivovanï¿½ vï¿½rusovï¿½ vakcï¿½na, YtUXV�VOLQWDþN\�D�NUtYDþN\. 
Kï¿½d ATCvet: QI02AA04. 
 
Stimuluje aktï¿½vnu imunitu hovï¿½dzieho dobytka, oviec a ošï¿½panï¿½ch proti purifikovanï¿½m, 
LQDNWLYRYDQêP�DQWLJpQRP�NPHĖov YtUXVX�VOLQWDþN\�D NUtYDþN\�Y]ĢDKXM~FLFK�VD�QD�WLH��NWRUp�V~� 
obsiahnutï¿½ vo vakcï¿½ne.  
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V pokusoch bolo dokï¿½zanï¿½ nasledovnï¿½: 
Vakcinï¿½cia hovï¿½dzieho dobytka NPHĖmi O1 Manisa, O1 BFS, A22 Iraq, A24 Cruzeiro, A Turkey 
14/98, Asia1 Shamir a SAT2 Saudi Arabia viedla k redukcii klinickï¿½ch prï¿½znakov u zvierat 
vystavenï¿½ch infekcii. 
Vakcinï¿½cia oviec NPHĖRP�2��0DQLVD�YLHGOD�N redukcii klinickï¿½ch prï¿½znakov u zvierat 
vystavenï¿½ch infekcii. 
9DNFLQiFLD�RãtSDQêFK�NPHĖRP�$sia1 Shamir viedla k redukcii klinickï¿½ch prï¿½znakov a Y\OXþRYDQLa 
vï¿½rusu u ]YLHUDW�Y\VWDYHQêFK�LQIHNFLL��9DNFLQiFLD�RãtSDQêFK�NPHĖPL O Taiwan 3/97 a A22 Iraq viedla 
k redukcii klinickï¿½ch prï¿½znakov u zvierat vystavenï¿½ch infekcii. 
 
Inaktivovanï¿½ antigï¿½ny VOLQWDþN\�D NUtYDþN\�sï¿½ purifikovanï¿½ a neobsahujï¿½ GRVWDWRþQp�PQRåVWYR�
neštrukturï¿½lnych proteï¿½nov (NSP) na navodenie protilï¿½tkovej odpovede po aplikï¿½cii trivalentnej 
vakcï¿½ny obsahujï¿½cej množstvo antigï¿½nu zodpovedajï¿½ce min. 15 PD50 QD�NPHĖ�D dï¿½vku 2 ml. 
 
Použitï¿½m PrioCHECK FMDV NS test kitu neboli zistenï¿½ žiadne protilï¿½tky k NSP: 
 
- u hovï¿½dzieho dobytka po podanï¿½ dvojnï¿½sobnej dï¿½vky nasledovanej jednou dï¿½vkou o 7 WêåGĖRv 

neskï¿½r a WUHĢRX�YDNFLQiFLRX�jednou dï¿½vkou 13 WêåGĖRY po druhej dï¿½vke, 
- u oviec po podanï¿½ dvojnï¿½sobnej dï¿½vky nasledovanej jednou dï¿½vkou o 5 WêåGĖRY neskï¿½r a WUHĢRX�

vakcinï¿½ciou jednou dï¿½vkou 7 WêåGĖRY po druhej dï¿½vke, 
- u ošï¿½panï¿½ch po podanï¿½ dvojnï¿½sobnej dï¿½vky nasledovanej jednou dï¿½vkou o 3 tï¿½ždne neskï¿½r 

a WUHĢRX�YDNFLQiFLRX�jednou dï¿½vkou 7 WêåGĖRY po druhej dï¿½vke. 
 
 
6. FARMACEUTICKï¿½ ï¿½DAJE 
 
6.1 Zoznam pomocnï¿½ch lï¿½tok 
 
Tekutï¿½ parafï¿½n 
Mannid mono-oleï¿½t 
Polysorbï¿½t 80 
Trometamol 
Chlorid sodnï¿½ 
'LK\GURJpQIRVIRUHþQDQ�GUDVHOQê 
Chlorid draselnï¿½ 
Bezvodï¿½ hydrogï¿½QIRVIRUHþQDQ�VRGQê 
Hydroxid draselnï¿½ 
Voda na injekcie. 
 
6.2 Zï¿½važnï¿½ inkompatibility 
 
7HQWR�OLHN�QHPLHãDĢ�V�LQêP�YHWHULQiUQ\P�OLHNRP� 
 
6.3 ýDV�SRXåLWHĐQRVWL� 
 
ýDV�SRXåLWHĐQRVWL�YHWHULQiUQHKR�OLHNX�QHREVDKXM~FHKR�NPHĖ�$sia1 Shamir zabalenï¿½ho v pï¿½vodnom 
obale: 6 mesiacov. 
ýDV�SRXåLWHĐQRVWL�YHWHULQiUQHKR�OLHNX�REVDKXM~FHKR�NPHĖ�$sia1 Shamir zabalenï¿½ho v pï¿½vodnom 
obale: 2 mesiace. 
ýDV�SRXåLWHĐQRVWL�SR�SUYRP�RWYRUHQt�YQ~WRUQpKR�EDOHQLD��VSRWUHERYDĢ�LKQHć� 
 
6.4 2VRELWQp�EH]SHþQRVWQp�RSDWUHQLD�QD�XFKRYiYDQLH 
 
UchoviYDĢ�D�SUHSUDYRYDĢ�chladenï¿½ (2 °C – 8 °C). 
&KUiQLĢ�SUHG�PUD]RP� 
&KUiQLĢ�SUHG�VYHWORP.  
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6.5 Charakter a zloženie vnï¿½tornï¿½ho obalu 
 
Polypropylï¿½novï¿½ liekovky s  nitrilovou elastomï¿½rovou zï¿½tkou a hlinï¿½kovï¿½m uzï¿½verom. 
 
9HĐNRVĢ�EDOHQLD� 
- Kartï¿½novi�ãNDWXĐka s 1 fĐDãRX�V�REVDKRP 10, 25, 50, 100 alebo 150 dï¿½vok; 
- Kartï¿½novi�ãNDWXĐka s 10 IĐDãDPL�V�REVDKRP 10, 25, 50, 100 alebo 150 dï¿½vok. 
 
1LH�YãHWN\�YHĐNRVWL�EDOHQLD�VD�PXVLD�XYiG]DĢ�QD�WUK� 
 
6.6 2VRELWQp�EH]SHþQRVWQp�RSDWUHQLD�QD�]QHãNRGĖRYDQLH�QHSRXåLWêFK�YHWHULQiUQ\ch liekov, 

prï¿½padne odpadovï¿½ch materiï¿½lov vytvorenï¿½ch pri použï¿½vanï¿½ tï¿½chto liekov. 
 
Každï¿½ nepoužitï¿½ veterinï¿½rny liek alebo odpadovï¿½ materiï¿½ly z tohto veterinï¿½rneho lieku musia E\Ģ�
zlikvidovanï¿½ v sï¿½lade s platnï¿½mi predpismi. 
 
 
7. '5ä,7(ď�52=+2'187,$�2 REGISTRï¿½CII  
 
Boehringer Ingelheim Vetmedica GmbH 
55216 Ingelheim/Rhein 
NEMECKO 
 
 
8. 5(*,675$ý1e�ýË6/2�-A) 
 
EU/2/13/153/001-850 
 
 
9. Dï¿½TUM 359(-�5(*,675È&,(�35('čä(1,$ REGISTRï¿½CIE 
 
Dï¿½tum prvej registrï¿½cie:15/07/2013   
'iWXP�SRVOHGQpKR�SUHGĎåHQLD� 14/06/2018 
 
 
10. Dï¿½TUM REVï¿½ZIE TEXTU 
 
 
 
Podrobnï¿½ informï¿½cie o tomto veterinï¿½rnom lieku sï¿½ uvedenï¿½ na internetovej strï¿½nke Eurï¿½pskej 
agentï¿½ry pre lieky http://www.ema.europa.eu/. 
 
 
Zï¿½KAZ PREDAJA, DODï¿½VOK A/ALEBO POUŽï¿½VANIA 
 
Každï¿½ RVRED�� NWRUi� Pi� Y� ~P\VOH� Y\UiEDĢ�� GRYiåDĢ�� GUåDĢ�� SUHGiYDĢ�� GRGiYDĢ� D� SRXåtYDĢ� WHQWR�
YHWHULQiUQ\� OLHN� VD� PXVt� QDMVN{U� SRUDGLĢ� V� SUtVOXãQêP� RUJiQRP� SUtVOXãQpKR� þOHQVNpKR� ãWiWX� R�
DNWXiOQ\FK� YDNFLQDþQêFK� SRVWXSRFK��SUHWRåH� WLHWR� DNWLYLW\�P{åX�E\Ģ� ]DNi]DQp� Y� þOHQVNRP� ãWiWH�� QD�
FHORP�DOHER�þDVWL�MHKR�~]HPt�Y�V~ODGH�V nï¿½rodnou legislatï¿½vou.  
 
3RXåLWLH�WRKWR�YHWHULQiUQHKR�OLHNX�MH�SRYROHQp�OHQ�]D�XUþLWêFK�SRGPLHQRN�VWDQRYHQêFK�Eurï¿½pskymi 
SUiYQ\PL�SUHGSLVPL�QD�NRQWUROX�YtUXVX�VOLQWDþN\�D NUtYDþN\�� 
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PRï¿½LOHA II 
 

A. Vï¿½ROBCA BIOLOGICKY Òý,11ï¿½CH Lï¿½TOK A Vï¿½ROBCA ZODPOVEDNï¿½ 
=$�892ď1(1,(�â$5ä( 

 
B. PODMIENKY ALEBO OBMEDZENIA Tï¿½KAJï¿½CE SA DODï¿½VKY 

A POUŽITIA 
 
C. STANOVENIE MAXIMï¿½LNEHO LIMITU REZï¿½DUï¿½ (MRL) 
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A. Vï¿½ROBCA BIOLOGICKY Òý,11ï¿½CH Lï¿½TOK A Vï¿½ROBCA ZODPOVEDNï¿½ ZA 
892ď1(1,(�â$5ä( 

 
Nï¿½zov a adresa vï¿½robcu biologicky ~þLQQï¿½ch lï¿½tok 
 
BOEHRINGER INGELHEIM ANIMAL HEALTH Netherlands B.V.  
Houtribweg 39 
8221 RA Lelystad 
HOLANDSKO 
 
Nï¿½zov a DGUHVD�YêUREFX�]RGSRYHGQpKR�]D�XYRĐQHQLH�ãDUåH 
 
Boehringer Ingelheim Animal Health France SCS 
Laboratoire Porte des Alpes 
Rue de l’aviation  
69800 Saint Priest 
FRANCï¿½ZSKO 
 
 
B. PODMIENKY ALEBO OBMEDZENIA Tï¿½KAJï¿½CE SA DODï¿½VKY A POUŽITIA 
 
Vï¿½daj lieku je viazanï¿½ na veterinï¿½rny predpis. 
 
9�V~ODGH�V�þOiQNRP����VPHUQLFH�����/82/ES Eurï¿½pskeho parlamentu a Rady v znenï¿½ neskoršï¿½ch 
SUHGSLVRY��þOHQVNï¿½ štï¿½t mï¿½že, v sï¿½lade s jeho nï¿½rodnou politikou, ]DNi]DĢ�vï¿½robu, dovoz, držbu, 
predaj, dodï¿½vanie a/alebo použï¿½vanie imunologickï¿½ch YHWHULQiUQ\FK�OLHNRY�QD�þDVWL�VYRMKR�~]HPLD�
alebo celom ï¿½zemï¿½, ak sa zistï¿½, že: 
 
a) podï¿½vanie lieku zvieratï¿½m narušï¿½  vykonï¿½vanie nï¿½rodnï¿½ho programu diagnostiky, ozdravovania 

DOHER�]GROiYDQLD�FKRU{E�]YLHUDW��DOHER�VS{VREt�ĢDåNRVWL�SUL�SRWYUG]RYDQt�QHSUtWRPQRVWL�
kontaminï¿½cie živï¿½ch zvierat alebo potravï¿½n zï¿½skanï¿½ch z OLHþHQêFK�]YLHUDW� 

 
b) FKRURED��SURWL�NWRUHM��Pi�OLHN�]DLVWLĢ�QiVWXS�LPXQLW\��VD�QD�GDQRP��~]HPt�YlþãLQRX�QHY\VN\WXMH  
 
Použitie tohto veterinï¿½rneho lieku je povoOHQp�OHQ�]D�XUþLWêFK�SRGPLHQRN�stanovenï¿½ch Eurï¿½pskymi 
prï¿½vnymi predpismi na kontrolu vtUXVX�VOLQWDþN\�D NUtYDþN\�� 
 
 
C. STANOVENIE MAXIMï¿½LNEHO LIMITU REZï¿½DUï¿½ (MRL) 
 
ÒþLQQi�OiWND�ELRORJLFNpKR�S{YRGX�XUþHQi�QD�Y\YRODQLH aktï¿½vnej imunity nespadï¿½ do rï¿½mca Nariadenia 
�(.��þ����������� 
 
Pomocnï¿½ lï¿½tky (vrï¿½tane adjuvantov) uvedenï¿½ v þDVWL�����63&�V~�EXć�SRYROHQp�OiWN\�]DUDGHQp�GR�
WDEXĐN\���3UtORK\�1DULDGHQLD�.RPLVLH��(Ò��þ����������SUH�NWRUp�05/�QLH�V~�SRåDGRYDQp�DOHER�
QHVSDGDM~�GR�UiPFD�1DULDGHQLD��(.��þ�����������NHć�V~�SRXåLWp�YR�YHWHULQiUQRP�OLHNX�  
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PRï¿½LOHA III 

 
2=1$ý(1,( OBALU A 3Ë6201È�,1)250È&,$�35(�328äË9$7(ď29 
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$��2=1$ý(1,(�2%$/8 
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Ò'$-(��.725e�0$-Ò�%<ġ�89('(1e�1$�921.$-â20�2%$/( 
 
.DUWyQRYi�ãNDWXĐND 

 
 
1. Nï¿½ZOV VETERINï¿½RNEHO LIEKU 
 
$)729$;385�'2(�LQMHNþQi�HPXO]LD�pre hovï¿½dzï¿½ dobytok, ovce a ošï¿½panï¿½ 
 
 
2. Òý,11e�/È7.<� 
 
Inaktivovanï¿½ antigï¿½n SLAK, �� 6 PD50 u KRYlG]LHKR�GRE\WND��NPHĖ. 
 
 
3. LIEKOVï¿½ FORMA  
 
,QMHNþQi�HPXO]LD. 
 
 
4. 9(ď.26ġ�%$/(1,$ 
 
10 dï¿½vok 
25 dï¿½vok 
50 dï¿½vok 
100 dï¿½vok 
150 dï¿½vok 
10 x 10 dï¿½vok 
10 x 25 dï¿½vok 
10 x 50 dï¿½vok 
10 x 100 dï¿½vok 
10 x 150 dï¿½vok 
 
 
5. &,(ď29é�'58+ 
 
Hovï¿½dzï¿½ dobytok, ovce a ošï¿½panï¿½ 
 

 
 
6. INDIKï¿½CIA (-IE)  
 
 
 
7. SPï¿½SOB A CESTA PODANIA LIEKU 
 
Hovï¿½dzï¿½ dobytok a ovce: subkutï¿½nna aplikï¿½cia. 
Ošï¿½panï¿½: intramuskulï¿½rna aplikï¿½cia. 
 
3UHG�SRXåLWtP�VL�SUHþtWDMWH�StVRPQ~�LQIRUPiFLX�SUH�SRXåtYDWHĐRY� 
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8. OCHRANNï¿½ LEHOTA(-Y) 
 
Ochrannï¿½ lehota: 0 dnï¿½. 
 
 
9. OSOBITNï¿½ UPOZORNENIE (-A), AK JE POTREBNï¿½ 
 
1iKRGQi�DSOLNiFLD�MH�QHEH]SHþQi. 
 
 
10. Dï¿½TUM EXSPIRï¿½CIE 
 
EXP {mesiac/rok} 
Po prvom otvorenï¿½ LKQHć VSRWUHERYDĢ.  
 
 
11. OSOBITNï¿½ PODMIENKY NA UCHOVï¿½VANIE 
 
8FKRYiYDĢ�D�SUHSUDYRYDĢ�chladenï¿½ (2 °C – 8 °C). 
&KUiQLĢ�SUHG�PUD]RP�  
&KUiQLĢ�SUHG�VYHWORP� 
 
 
12. 262%,71e�%(=3(ý12671e�23$75(1,$�1$�=1(â.2'1(1,(�1(328ä,7e+2�

LIEKU(-OV) ALEBO ODPADOVï¿½HO MATERIï¿½LU, V PRï¿½PADE POTREBY 
 
/LNYLGiFLD��SUHþtWDMWH�VL�StVRPQ~�LQIRUPiFLX�SUH�SRXåtYDWHĐRY� 
 
 
13. 2=1$ý(1,(�Ä/(1�35(�=9,(5$7È³�$ PODMIENKY ALEBO OBMEDZENIA 

Tï¿½KAJï¿½CE SA DODï¿½VKY A 328ä,7,$��DN�VD�XSODWĖXM~� 
 
Len pre zvieratï¿½. Vï¿½daj lieku je viazanï¿½ na veterinï¿½rny predpis. 
 
'RYR]�� GUåED�� SUHGDM�� YêGDM� D�DOHER� SRXåtYDQLH� WRKWR� YHWHULQiUQHKR� OLHNX� � P{åX� E\Ģ� ]DNi]DQp� Y��
þOHQVNRP�ãWiWH�QD�FHORP�DOHER�þDVWL�MHKR�~]HPLD��ĆDOãLH�LQIRUPiFLH�V~�XYHGHQp�Y pï¿½somnej informï¿½cii 
SUH�SRXåtYDWHĐRY 
 
 
14. 2=1$ý(1,(�Ä8&+29È9$ġ�0,02 '2+ď$'8 A DOSAHU DETï¿½“ 
 
8FKRYiYDĢ�PLPR�GRKĐDGX�a dosahu detï¿½. 
 
 
15. Nï¿½ZOV A $'5(6$�'5ä,7(ď$�52=+2'187,$�2 REGISTRï¿½CII  
 
Boehringer Ingelheim Vetmedica GmbH 
55216 Ingelheim/Rhein 
NEMECKO 
 
 
16. 5(*,675$ý1e�ýË6/2��ýË6/$� 
 
EU/2/13/153/001-850 
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17. ýË6/2�9éROBNEJ ŠARŽE 
 
þ��ãDUåH ^þtVOR` 
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0,1,0È/1(�Ò'$-(��.725e�0$-Ò�%<ġ�89('(1e�1$�0$/20�
VNï¿½TORNOM OBALE 
 
)ĐDãD s 50, 100 alebo 150 dï¿½vkami 
 
 
1. Nï¿½ZOV VETERINï¿½RNEHO LIEKU 
 
AFTOVAXPUR DOE LQMHNþQi�HPXO]LD pre hovï¿½dzï¿½ dobytok, ovce a ošï¿½panï¿½  
 
 
2. Òý,11e�/È7.<� 
 
Inaktivovanï¿½ antigï¿½n SLAK, � PD50 u KRYlG]LHKR�GRE\WND�NPHĖ. 
 
 
3. LIEKOVï¿½ FORMA  
 
,QMHNþQi�HPXO]LD� 
 
 
4. 9(ď.26ġ�%$/(1,$ 
 
50 dï¿½vok 
100 dï¿½vok 
150 dï¿½vok 
 
 
5. &,(ď29é�'58+ 
 
Hovï¿½dzï¿½ dobytok, ovce, ošï¿½panï¿½ 

 
 
 
6. INDIKï¿½CIA (INDIKï¿½CIE)  
 
 
7. SPï¿½SOB A CESTA PODANIA LIEKU 
 
Hovï¿½dzï¿½ dobytok a ovce: s.c.  
Ošï¿½panï¿½: i.m.  
3UHG�SRXåLWtP�VL�SUHþtWDMWH�StVRPQ~�LQIRUPiFLX�SUH�SRXåtYDWHĐRY� 
 
 
8. OCHRANNï¿½ LEHOTA(-Y) 
 
Ochrannï¿½ lehota: 0 dnï¿½. 
 
 
9. OSOBITNï¿½ UPOZORNENIE (-A), AK JE POTREBNï¿½ 
 
Nï¿½hodnï¿½ aplikï¿½cia je nebezSHþQi.  
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10. Dï¿½TUM EXSPIRï¿½CIE 
 
EXP {mesiac/rok} 
3R�SUYRP�RWYRUHQt�LKQHć VSRWUHERYDĢ.  
 
 
11. OSOBITNï¿½ PODMIENKY NA UCHOVï¿½VANIE 
 
8FKRYiYDĢ�D�SUHSUDYRYDĢ�chladenï¿½. 
&KUiQLĢ�SUHG�PUD]RP�  
&KUiQLĢ�SUHG�VYHWORP� 
 
 
12. 262%,71e�%(=3(ý12671e�23$75(1,$�1$�=1(â.2'NENIE NEPOUŽITï¿½HO 

LIEKU(-OV) ALEBO ODPADOVï¿½HO MATERIï¿½LU, V PRï¿½PADE POTREBY 
 
 
 
13. 2=1$ý(1,(�Ä/(1�35(�=9,(5$7È³�$ PODMIENKY ALEBO OBMEDZENIA 

Tï¿½KAJï¿½CE SA DODï¿½VKY A 328ä,7,$��DN�VD�XSODWĖXM~� 
 
Len pre zvieratï¿½.  Vï¿½daj lieku je viazanï¿½ na veterinï¿½rny predpis.  
 
 
14. 2=1$ý(1,(�Ä8&+29È9$ġ�0,02�'2+ď$'8�$�'26$+8�'(7Ë³ 
 
 
15. Nï¿½ZOV A $'5(6$�'5ä,7(ď$�52=+2'187,$�2 REGISTRï¿½CII  
 
Boehringer Ingelheim Vetmedica GmbH 
55216 Ingelheim/Rhein 
NEMECKO  
 
 
16. 5(*,675$ý1e�ýË6/2��ýË6/$� 
 
EU/2/13/153/001-850 
 
 
17. ýË6/2�9é52%NEJ ŠARŽE 
 
þ��ãDUåH�^þtVOR` 
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0,1,0È/1(�Ò'$-(��.725e�0$-Ò�%<ġ�89('(1e�1$�0$/20�91Ò725120�2%$/( 
 
)ĐDãD�V 10 alebo 25 dï¿½vkami 
 
 
1. Nï¿½ZOV VETERINï¿½RNEHO LIEKU 
 
AFTOVAXPUR DOE LQMHNþQi�HPXO]LD�pre hovï¿½dzï¿½ dobytok, ovce a ošï¿½panï¿½ 

 
 
 
2. 012ä6792�Òý,11(-�/È7KY (-OK)  
 
SLAK antigï¿½n ��� PD50  ��NPHĖ 
 
 
3. OBSAH V HMOTNOSTNï¿½CH, OBJEMOVï¿½CH JEDNOTKï¿½CH ALEBO 

32ý(7 Dï¿½VOK  
 
10 dï¿½vok 
25 dï¿½vok 
 
 
4. SPï¿½SOB(Y) PODANIA  
 
Hovï¿½dzï¿½ dobytok, ovce: s.c. 
Ošï¿½panï¿½: i.m. 
 
 
5. OCHRANNï¿½ LEHOTA(-Y) 
 
Ochrannï¿½ lehota: 0 dnï¿½. 
 
 
6. ýËSLO ŠARŽE 
 
Lot ^þtVOR`  
 
 
7. Dï¿½TUM EXSPIRï¿½CIE 
 
EXP{mesiac/rok} 
Po prvom otvorenï¿½ LKQHć�VSRWUHERYDĢ. 
 
 
8. 2=1$ý(1,(�Ä/(1�35(�=9,(5$7È³ 
 
Len pre zvieratï¿½. 
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%��3Ë6201È�,1)250È&,$�35(�328äË9$7(ď29 
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3Ë6201È�,1)250È&,$�35(�328äË9$7(ďOV 
 

$)729$;385�'2(�LQMHNþQi�HPXO]LD pre hovï¿½dzï¿½ dobytok, ovce a ošï¿½panï¿½ 
 
 
1. Nï¿½ZOV A $'5(6$�'5ä,7(ď$�ROZHODNUTIA O REGISTRï¿½CII A '5ä,7(ď$�

3292/(1,$�1$�9é52%8�=2'329('1e+2�=$�892ď1(1,(�â$5ä(��$.�1,(�
Sï¿½ IDENTICKï¿½ 

 
'UåLWHĐ�rozhodnutia o registrï¿½cii: 
 
Boehringer Ingelheim Vetmedica GmbH 
55216 Ingelheim/Rhein 
NEMECKO 
 
Vï¿½robca zodpovednï¿½ za XYRĐQHQLH�ãDUåH� 
 
Boehringer Ingelheim Animal Health France SCS 
Laboratoire Porte des Alpes 
Rue de l’Aviation  
69800 Saint Priest 
FRANCï¿½ZSKO 
 
 
2. Nï¿½ZOV VETERINï¿½RNEHO LIEKU 
 
$)729$;385�'2(�LQMHNþQi�HPXO]LD�pre hovï¿½dzï¿½ dobytok, ovce a ošï¿½panï¿½ 
 
 
3. 2%6$+�Òý,11(-�/È7.<��-OK) A INEJ Lï¿½TKY  (-OK) 
 
Každï¿½ dï¿½vka (2 ml) emulzie obsahuje:  
 
ÒþLQQp�OiWN\� 
3XULILNRYDQp��LQDNWLYRYDQp�DQWLJpQ\�NPHĖRY�YtUXVX�VOLQWDþN\�D NUtYDþN\��QDMPHQej 6 PD50* ��NPHĖ� 
 
*PD50 – 50% ochrannï¿½ dï¿½vka u hovï¿½dzieho dobytka ako je uvedenï¿½ v monografe 0063 Ph. Eur. 
 
3RþHW�D GUXK�NPHĖRY obsiahnutï¿½ch v NRQHþQRP�SURGXNWH�EXGH�XSUDYHQê�SRGĐD�V~þDVQHM�
epidemiologickej situï¿½cie v þDVH�IRUPXOiFLH�NRQHþQpKR�OLHNX�D buGH�Y\]QDþHQê�QD�REDOH�  
 
Adjuvans: 
Tekutï¿½ parafï¿½n 537 mg 
 
Po pretrepanï¿½ biela emulzia.  
 
 
4. INDIKï¿½CIA(-E) 
 
Aktï¿½vna imunizï¿½cia hovï¿½dzieho dobytka, oviec a ošï¿½panï¿½ch od 2 WêåGĖRY åLYRWD��SURWL�YtUXVX�VOLQWDþN\�
a NUtYDþN\�QD�redukciu klinickï¿½ch prï¿½znakov.  
 
Nï¿½stup imunity:  
Hovï¿½dzï¿½ dobytok a ovce: 7 dnï¿½ po vakcinï¿½cii. 
Ošï¿½panï¿½: 4 tï¿½ždne po vakcinï¿½cii.   
 

Lie
k 

s 
uk

on
Äe

no
u 

pl
at

no
sÅ

ou
 re

gi
st

rÇ
cie



19 

Trvanie imunity: vakcinï¿½cia hovï¿½dzieho dobytka, oviec a RãtSDQêFK�QDYRG]XMH�WYRUEX�QHXWUDOL]DþQêFK�
protilï¿½tok ktorï¿½ pretrvï¿½vajï¿½ po dobu najmenej 6 mesiacov. U hovï¿½dzieho dobytka boli nameranï¿½ 
hodnoty protilï¿½tok vyššie ako tie, ktorï¿½ sï¿½ preukï¿½zanï¿½ za ochrannï¿½. 
 
 
5. KONTRAINDIKï¿½CIE 
 
Nie sï¿½.  
 
 
6. 1(ä,$'8&(�Òý,1.< 
 
9HĐPL�þDVWR�VD�X YlþãLQ\�]YLHUDW�SR�SRGDQt�GiYN\�YDNFtQ\��Y\VN\WRO�RSXFK��V�SULHPHURP�GR��� cm 
u prežï¿½vavcov a 4 cm u ošï¿½panï¿½ch). Tieto lokï¿½lne reakcie za normï¿½lnych okolnostï¿½ vymiznï¿½ 
v priebehu 4 WêåGĖRY po vakcinï¿½cii, avšak u PDOpKR�SRþWX�]YLHUDW�P{åX�SUHWUYiYDĢ�GOKãLX�GREX� 
ýDVWR�MH�SR]RURYDQp�mierne zvï¿½šenie rektï¿½lnej teploty až o 1,2 °C po dobu 4 dnï¿½ po vakcinï¿½cii, bez 
ćDOãtFK�FHONRYêFK�NOLQLFNêFK�SUt]QDNRY�� 
 
)UHNYHQFLD�YêVN\WX�QHåLDGXFLFK�~þLQNRY�VD�GHILQXMH�SRXåLWtP�QDVOHGXM~FHKR�SUDYLGOD� 
- YHĐPL�þDVWp��QHåLDGXFH�~þLQN\�VD�SUHMDYLOL�X�YLDF�DNR���] ���OLHþHQêFK�]YLHUDW� 
- þDVWp��X�YLDF�DNR���DOH�PHQHM�DNR����]R�����OLHþHQêFK�]YLHUDW� 
- PHQHM�þDVWp��X�YLDF�DNR���DOH�PHQHM�DNR����]�������OLHþHQêFK�]YLHUDW� 
- zriedkavï¿½ (u viac ako 1 ale menej ako 10 z 10 ����OLHþHQêFK�]YLHUDW� 
- YHĐPL�]ULHGNDYp��X�PHQHM�DNR���] �������OLHþHQêFK�]YLHUDW��YUiWDQH�RMHGLQelï¿½ch hlï¿½senï¿½) 
 
$N�]LVWtWH�DNpNRĐYHN�QHåLDGXFH�~þLQN\��DM�WLH����NWRUp�Xå�QLH�V~�XYHGHQp�Y tejto pï¿½somnej informï¿½cii pre 
SRXåtYDWHĐRY��DOHER�VL�P\VOtWH��åH�OLHN�MH�QH~þLQQê��LQIRUPXMWH�YiãKR�YHWHULQiUQHKR�OHNiUD� 
 
 
7. &,(ď29é�'58+ 
 
Hovï¿½dzï¿½ dobytok, ovce a ošï¿½panï¿½. 
  
 
8. Dï¿½VKOVANIE PRE KAŽDï¿½ DRUH, CESTA (-Y) A SPï¿½SOB PODANIA LIEKU 
 
Primovakcinï¿½cia: 
Hovï¿½dzï¿½ dobytok od 2 WêåGĖRY�života: jedna dï¿½vka s obsahom 2 ml subkutï¿½nnym podanï¿½m. 
Ovce od 2 WêåGĖRY�života: jedna dï¿½vka s obsahom 2 ml subkutï¿½nnym podanï¿½m. 
Ošï¿½panï¿½ od 2 WêåGĖRY života: jedna dï¿½vka s obsahom 2 ml intramuskulï¿½rnym podanï¿½m. 
2GSRU~þD�VD�SRXåLĢ�viacdï¿½vkovï¿½ LQMHNþQï¿½ aplikï¿½tor. 
 
Revakcinï¿½cia: každï¿½ch 6 mesiacov. 
 
$N�PXVLD�E\Ģ�YDNFLQRYDQp�]YLHUDWi�NWRUp�PDM~�PDWHUVNp�SURWLOiWN\��RGSRU~þD�VD�UHYDNFLQiFLD v 8.-10.   
tï¿½ždni života. 
 
 
9. POKYN O SPRï¿½VNOM PODANï¿½ 
 
Pred aplikï¿½ciou KRPRJHQL]RYDĢ�obsah liekovky jemnï¿½m premiešanï¿½m. Toto je možnï¿½ dosiahnXĢ�
QLHNRĐNRQiVREQêP prevrï¿½tenï¿½m liekovky hore dnom.  
1HPLHãDĢ�YDNFtQX prudkï¿½m pretrepï¿½vanï¿½m, pretože to vedie k vzniku vzduchovï¿½ch bublï¿½n.  
 
Pred použitï¿½m liek nezahrievaĢ. 
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PoužiĢ�]Y\þDMQp aseptickï¿½ postupy. Zabrï¿½QLĢ nï¿½hodnej kontaminï¿½cii vakcï¿½ny po prvom prepichnutï¿½ 
zï¿½tky a SRþDV�SRXåtYDQLD vakcï¿½ny. 
 
 
10. OCHRANNï¿½ LEHOTA(-Y) 
 
0 dnï¿½. 
 
 
11. 262%,71e�%(=3(ý12671e�23$7RENIA NA UCHOVï¿½VANIE 
 
8FKRYiYDĢ�PLPR�GRKĐDGX�D dosahu detï¿½. 
 
8FKRYiYDĢ�D�SUHSUDYRYDĢ�chladenï¿½ (2 °C – 8 °C). 
&KUiQLĢ�SUHG�PUD]RP�&KUiQLĢ�SUHG�VYHWORP. 
1HSRXåtYDĢ�tento veterinï¿½rny liek po dï¿½tume exspirï¿½cie uvedenom na obale po EXP. 
ýDV�SRXåLWHĐQRVWL�SR�SUYom otvorenï¿½ obalu: LKQHć VSRWUHERYDĢ.  
 
 
12. OSOBITNï¿½ UPOZORNENIA 
 
2VRELWQp�EH]SHþQRVWQp�RSDWUHQLD� SUH�NDåGê�FLHĐRYê�GUXK: 
9DNFLQRYDĢ�OHQ�]GUDYp�]YLHUDWi� 
0DWHUVNp�SURWLOiWN\�P{åX�LQWHUIHURYDĢ�V vakcinï¿½ciou. Plï¿½n vakcinï¿½cie E\�PDO�E\Ģ�SRGĐD�WRKR upravenï¿½ 
(pozrite bod „dï¿½vkovanie“). 
$N�PXVLD�E\Ģ�YDNFLQRYDQp��YHĐPL�PODGp�RãtSDQp��YR�YHNX���WêåGĖRY���RGSRU~þD�VD�UHYDNFLQiFLD�Y 8-
10 tï¿½ždni života.   
 
2VRELWQp�EH]SHþQRVWQp�RSDWUHQLD��NWRUp�Pi�XURELĢ�RVRED�SRGiYDM~FD�OLHN�]YLHUDWiP: 
 
3UH�SRXåtYDWHĐD� 
Tento veterLQiUQ\�OLHN�REVDKXMH�PLQHUiOQ\�ROHM��1iKRGQi�DSOLNiFLD�VDPRLQMLNRYDQLH�P{åH�PDĢ�]D�
QiVOHGRN�Y]QLN�VLOQHM�EROHVWL�D�RSXFKX��KODYQH��DN�MH�DSOLNRYDQi�GR�NĎEX�DOHER�GR�SUVWD��
a v ]ULHGNDYêFK�SUtSDGRFK�P{åH�PDĢ�]D�QiVOHGRN�VWUDWX�SRVWLKQXWpKR�SUVWD��DN�QLH�MH�poskytnutï¿½ 
okamžitï¿½ lekï¿½rska pomoc. 3UL�QiKRGQRP�VDPRLQMLNRYDQt�WRKWR�YHWHULQiUQHKR�OLHNX�Y\KĐDGDMWH�
RNDPåLWH�OHNiUVNX�SRPRF��DM�Y�SUtSDGH�DSOLNiFLH�OHQ�YHĐPL�PDOpKR�PQRåVWYD�D vezmite si so sebou 
StVRPQ~�LQIRUPiFLX�SUH�SRXåtYDWHĐRY��$N�EROHVĢ�SUHWUYiYD�YLac než 12 hodï¿½n po lekï¿½rskom vyšetrenï¿½, 
Y\KĐDGDMWH�RSlĢ�OHNiUVNX�SRPRF�� 
 
Pre lekï¿½ra: 
Tento veterinï¿½rny liek obsahuje minerï¿½lny olej. Nï¿½hodnï¿½ aplikï¿½cia aj malï¿½ho množstva tohto lieku 
P{åH�VS{VRELĢ�LQWHQ]tYQ\�RSXFK��NWRUê�QDSUtNODG��P{åH�PDĢ�]D�QiVOHGRN�LVFhemickï¿½ nekrï¿½zu, až 
VWUDWX�SUVWD��-H�SRWUHEQp�RGERUQp��5é&+/(��FKLUXUJLFNp�RãHWUHQLH�D�P{åH�VD�Y\åDGRYDĢ�VNRUi�LQFt]LD�D�
YêSODFK�SRVWLKQXWpKR�PLHVWD��KODYQH�WDP��NGH�MH�]DVWLKQXWi�SXOSD�SUVWD�DOHER�ãĐDFKD� 
 
Gravidita: 
Mï¿½že VD�SRXåLĢ SRþDV�JUDYLGLW\�� 
 
Laktï¿½cia: 
%H]SHþQRVĢ�YHWHULQiUQHKR�OLHNX�QHEROD�SRWYUGHQi�SRþDV�ODNWiFLH��3RXåtYDĢ�OHQ�SR�]KRGQRWHQt�
prï¿½nosu/rizika zodpovednï¿½m veterinï¿½rnym lekï¿½rom.   
 
Liekovï¿½ interakcie a inï¿½ formy vzï¿½jomnï¿½ho pï¿½sobenia: 
Nie sï¿½ dostupnï¿½ informï¿½cie o EH]SHþQRVWL�D ~þLQQRVWL�Wejto vakcï¿½ny ak je použitï¿½ s inï¿½m veterinï¿½rnym 
OLHNRP��5R]KRGQXWLH�R�SRXåLWt�WHMWR�YDNFtQ\�SUHG�DOHER�SR�SRGDQt�LQpKR�YHWHULQiUQHKR�OLHNX�PXVt�E\Ģ�
preto vykonanï¿½ na zï¿½klade zvï¿½ženia jednotlivï¿½ch prï¿½padov. 
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Predï¿½vkovanie (prï¿½znaky, nï¿½dzovï¿½ postupy, antidotï¿½): 
3R�SRGDQt�GYRMQiVREQHM�GiYN\�WHĐDWiP��MDKĖDWiP�D prasiatkam neboli pozorovanï¿½ žiadne nežiaduce 
~þLQN\�RNUHP�WêFK�uvedenï¿½ch v þDVWL�Ä1HåLDGXFH�~þLQN\³��V niektorï¿½ch prï¿½padoch mï¿½že G{MVĢ�
k ulcerï¿½cii v mieste vpichu. Po opakovanom podanï¿½ v NUiWN\FK�þDVRYêFh intervaloch sa mï¿½že intenzita 
WêFKWR�QHåLDGXFLFK�~þLQNRY�]YêãLĢ�� 
 
Zï¿½važnï¿½ inkompatibility: 
7HQWR�OLHN�QHPLHãDĢ�V�LQêP�YHWHULQiUQ\P�OLHNRP� 
 
 
13. 262%,71e�%(=3(ý12671e�23$75(1,$�1$�=1(â.2'1(1,(�1(328ä,7e+2�

LIEKU(-OV) ALEBO ODPADOVï¿½HO MATERIï¿½LU, V PRï¿½PADE POTREBY 
 
Každï¿½ nepoužitï¿½ veterinï¿½rny liek alebo odpadovï¿½ materiï¿½ly z tohto veterinï¿½rneho lieku musia E\Ģ�
zlikvidovanï¿½ v sï¿½lade s platnï¿½mi predpismi. 
 
 
14. Dï¿½TUM POSLEDNï¿½HO SCHVï¿½LENIA TEXTU V Pï¿½SOMNEJ INFORMï¿½CII PRE 

328äË9$7(ď29 
 
 
 
Podrobnï¿½ informï¿½cie o tomto veterinï¿½rnom lieku sï¿½ uvedenï¿½ na internetovej strï¿½nke Eurï¿½pskej 
agentï¿½ry pre lieky http://www.ema.europa.eu/. 
 
 
15. Ć$/â,(�,1)250È&,( 
 
Stimuluje aktï¿½vnu imunitu hovï¿½dzieho dobytka, oviec a ošï¿½panï¿½ch proti purifikovanï¿½m, 
inaktivovanï¿½m antigï¿½nom NPHĖov YtUXVX�VOLQWDþN\�D NUtYDþN\�Y]ĢDKXM~FLFK�VD�QD�WLH��NWRUp�V~�
obsiahnutï¿½ vo vakcï¿½ne.  
 
V pokusoch bolo dokï¿½zanï¿½ nasledovnï¿½: 
9DNFLQiFLD�KRYlG]LHKR�GRE\WND�NPHĖPL�2��0DQLVD��2��%)6��$���,UDq, A24 Cruzeiro, A Turkey 
14/98, Asia1 Shamir a SAT2 Saudi Arabia viedla k redukcii klinickï¿½ch prï¿½znakov u zvierat 
vystavenï¿½ch infekcii. 
9DNFLQiFLD�RYLHF�NPHĖRP�2��0DQLVD�YLHGOD�N redukcii klinickï¿½ch prï¿½znakov u zvierat  
vystavenï¿½ch infekcii. 
9DNFLQiFLD�RãtSDQêFK�NPHĖRP�$sia1 Shamir viedla k redukcii klinickï¿½ch prï¿½znakov a Y\OXþRYDQLX�
vï¿½rusu u ]YLHUDW�Y\VWDYHQêFK�LQIHNFLL��9DNFLQiFLD�RãtSDQêFK�NPHĖPL�2 Taiwan 3/97 a A22 Iraq viedla 
k redukcii klinickï¿½ch prï¿½znakov u zvierat vystavenï¿½ch infekcii. 
 
,QDNWLYRYDQp�DQWLJpQ\�VOLQWDþN\�D NUtYDþky sï¿½ purifikovanï¿½ a QHREVDKXM~�GRVWDWRþQp�PQRåVWYR�
neštrukturï¿½lnych proteï¿½nov (NSP) na navodenie protilï¿½tkovej odpovede po aplikï¿½cii trivalentnej 
vakcï¿½ny obsahujï¿½cej množstvo antigï¿½nu zodpovedajï¿½ce min. 15 PD50 QD�NPHĖ�D dï¿½vku 2 ml. 
 
Použitï¿½m PrioCHECK FMDV NS test kitu neboli zistenï¿½ žiadne protilï¿½tky k NSP: 
 
- u hovï¿½dzieho dobytka po podanï¿½ dvojnï¿½sobnej dï¿½vky nasledovanej jednou dï¿½vkou o 7 WêåGĖRv 

neskï¿½r a WUHĢRX�YDNFLQiFLRX�jednou dï¿½vkou 13 WêåGĖRY po druhej dï¿½vke, 
- u oviec po podanï¿½ dvojnï¿½sobnej dï¿½vky nasledovanej jednou dï¿½vkou o 5 WêåGĖRY neskï¿½r a WUHĢRX�

vakcinï¿½ciou jednou dï¿½vkou 7 WêåGĖRY po druhej dï¿½vke, 
- u ošï¿½panï¿½ch po podanï¿½ dvojnï¿½sobnej dï¿½vky nasledovanej jednou dï¿½vkou o 3 tï¿½ždne neskï¿½r 

a WUHĢRX�YDNFLQiFLRX�jednou dï¿½vkou 7 WêåGĖRY po druhej dï¿½vke. 
 
VeĐNRVĢ�EDOHQLD� 
.DUWyQRYi�ãNDWXĐka s 1 liekovkou po 10, 25, 50, 100 alebo 150 dï¿½vok 
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.DUWyQRYi�ãNDWXĐka s 10 liekovkami po 10, 25, 50, 100 alebo 150 dï¿½vok 
 
1LH�YãHWN\�YHĐNRVWL�EDOHQLD�VD�Pusia XYiG]DĢ�QD�WUK� 
 
Použitie tohto veterinï¿½rneho lieku je povolenï¿½ lHQ�]D�XUþLWêFK�SRGPLHQRN�VWDQRYHQêFK�(XUySVN\PL�
SUiYQ\PL�SUHGSLVPL�QD�NRQWUROX�YtUXVX�VOLQWDþN\�D NUtYDþN\�� 
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